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UNCLASSIFIED 

PAGE 01 STATE 202531 
ORIGIN HEW-06 

INFO OCT-01 EA-12 ISO-OO OES-09 MED-05 EB-08 COME-OO 
/041 R 

DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:VO 
APPROVED BY OES/ENP/EN: WJWALSH, III 
DHEW/PHS/OASH/OIH: REVANS 
EA/J:HCOCHRAN(INFO) 

032503 102319Z/45 

R 102010Z AUG 78 
FM SECSTATE WASHDC 
TO AMEMBASSY TOKYO 

UNCLAS STATE 202531 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO, JA 

SUBJECT: FDA ADVISORY RECALLS - JUNE 16, 1978 GUIDELINES 
REFERENCE: TOKYO 12909 

1 . FDA ADVISES THAT WITH REGARD TO THE EMBASSY'S INQUIRY 
CONCERNING RECALLS OF EXPORTED PRODUCTS, THE FOLLOWING 
INFORMATION IS OFFERED: 

2. THE RECALL GUIDELINES AS PUBLISHED ON JUNE 16, 1978, 

APPLY TO PRODUCTS DESTINED FOR EXPORT TO THE SAME DEGREE AS 
PRODUCTS IN DOMESTIC COMMERCE. FIRMS ARE REQUESTED BY THE 
GUIDELINES (SECTION 7.46 (A)(6)) TO PROVIDE FDA WITH 
COMPLETE DISTRIBUTION INFORMATION. 

3. IF THE DISTRIBUTION INFORMATION INDICATES FOREIGN 
DISTRIBUTION, FDA, THROUGH ITS OFFICE OF INTERNATIONAL 
AFFAIRS, WILL NOTIFY THE EMBASSIES OF THE COUNTRIES WHICH 
MAY HAVE RECEIVED THE RECALLED PRODUCTS. PAST PROCEDURES 
UNCLASSIFIED 

UNCLASSIFIED 

PAGE 02 STATE 202531 

IN THIS REGARD WILL REMAIN THE SAME. 

4. FOR YOUR INFORMATION, WE ARE AIRMAILING A COPY OF THE 
GUIDELINES. IF ANY ADDITIONAL QUESTIONS DEVELOP. PLEASE 
ADVISE. VANCE 
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